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5 10O(k) Premarket Notification Submission

510(k) Summary

In accordance with 2 1 CFR 807.92 the Following summary of information is provided:

Date: June 26. 2Q13

Submitter: GE H-ealthcare [GE I-ealthcare Austria GmbHI & Co OG]
Tiefenbach I5
Zipf. Austria 4871

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE HeIalthcare
T :(4 14)72 1-42 14
F:(414)918-8275 SEP 2 4 201

Secondary Contact Person: Thomas Reisenberger c1
Regulatory Affairs Specialist
GE H-ealthcare Austria GmbH- & Co OG
]T:(+4-43)7682-3800-332
F:(+-I43)7682 3800-47

Device: Trade Name: VoIluson i/c Diagnostic Ultrasound System

Common/Usual Name: Voluson i/e

Classification Names: Class 11

Product Code: Ultrasonic Pulsed Doppler Imaging System. 2 ICFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System, 2ICFR 892.1560, 90-IYO
Diagnostic Ultrasound Transducer. 21 CFR 892.1570, 90-IT1X

Predicate Device(s): K053435 Voluson i Diagnostic Ultrasound System

K 122327 Voluson E6/E8 E38 Expert/EI10 Diagnostic Ultrasound
System

K120741 Voluson S6/S8 Diagnostic Ultrasound System

K 122387 Voluson P6/P8 Diagnostic Ultrasound System

Device Description: The Voluson i/c consists of a portable. notebook type console
with integrated keyboard controls and color LCD display. It
supports a variety of. It utilizes a variety of linear, curved linear.
transducers including mechanical scanning transducers
supporting all standard acquisition modes (13, M. PWD, Color.
Color M and Amplitude Doppler modes, Harmonic Imaging and
Coded Pulse). The Voluson i/e also utilizes motor driven
transducers and image processing sollware that are specialized
for 3D/4D volume imaging. It provides high performance
ultrasound imaging and analysis and has comprehensive
networking and DICOM capability.
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Device Modification: Additional probes and software features cleared on the predicate
devices have been added.

Addition of transduccrs - 1C5-9W-RS (similar to lC5-9-D cleared
on Voluson l-B Series K 122327). RAR2-6-RS (Cleared on
Voluson P6/P8 K122387). 8C-RS (Cleared on Voluson S6/SR
K120741I). Transducers added via Appendix [E of "Information
for Manufacturers Seeking Marketing Clearance of Diagnostic
Ultrasound Systems and Transducers", issued September 9.
2008" 9L-RS, RAB4-8-RS, RNA5-9-RS and RICS-9W-RS,
A132-7-RS and SPIO0- 16-RS.

Software improvements migrated from predic 'ate K 122327:
SRI (Speckle Reduction Imaging), XTD View (Extended View)
and VCI (Volume Contrast Imaging), 40-biopsy, STIC (Spatial
Temporal Image Correlation) HO-Flow, (High Density F-low).
HOD- Zoom (High Density Zoom), Volume Cine, Sono VCAO,
Sono AVC. SonoNT and SonoRenderStart

Intended Use: The device is a general purpose ultrasound system. Specific
clinical applications remain the same as previously cleared:
Fetal/O1l: Abdominal (including GYN. pelvic and infertility
monitoring/Ibillicle development); Pediatric; Small Organ (breast.
testes, thyroid etc.): Cardiac (adult and pediatric); Musculo-
skeletal Conventional and Superficial; Peripheral Vascular;
Transvaginal; Transrectal

Technology: The Volu.son i/c employs the same fundamental scientific
technology as its predicate devices.

Determination of Summary of Non-Clinical Tests:
Substantial Equivalence: The device has been evaluated for acoustic output.

biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to conform with applicable medical device
safety standards. The Voluson i/e and its applications comply
with voluntary standards:

1. AAMI/ANSI ES60601-I, Medical Electrical
Equipment - Part 1: General Requirements for Safety

2. 1EC60601I- 1-2, Medical Electrical Equipment -

Part I -2:General Requirements for Safety - Collateral
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Standard: Electromagnetic Compatibility
Requirements and Tests

3. 1EC6060 1-2-37, Medical Electrical Equipment -

Part 2-37:Particular Requirements for the Safety of
Ultrasonic Medical Diagnostic and Monitoring
Equipment

4. NEMA UD 3. Standard for Real Time Display of
Thermal and Mechanical Acoustic Output Indices on
Diagnostic Ultrasound Equipment

5. 15010993-I. Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing- Third Edition

6. NEMA UD 2, Acoustic Output Measurement Standard
for Diagnostic Ultrasound Equipment

7. IS0 1497 1, Application of risk management to medical
devices

8. NEMA. Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)

The following quality assurance measures were applied to the.
development of the system:

0 Risk Analysis
* Requirements Reviews
0 Design Reviews
* Testing on unit level (Module verification)
0 Integration testing (System. verification)
0 Final Acceptance Testing (Validation)
* Performance testing (Verification)

* Safety testing (Verification)
Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:
The subject of this premarket submission, Voluson i/e. did not
require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the Voluson i/e to be as safe, as
effective, and performance is substantially equivalent to the
predicate device(s).
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* DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hlealh Service

Food and Drug Administrution
10903 New Hampshire Avenue
Document Control Cent"r - W066-C609
Silver Sprang, MD 20993-W02

September 24, 2013
GE Healthcare
% Mr. Bryan Behn
Regulatory Affairs Manager
9900 W. Innovation Drive
WAUWATOSA WI 53226

Re: K131937
Trade/Device Name: Voluson i/c
Regulation Number: 21 CFR 892.1550
Regulation Name; Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN. IYO. ITX
Dated: June 26, 2013
Received: June 27. 2013

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Voluson i/e, as described in your premarket notification:

Transducer Model Number

RAB2-5-RS RA134-8-RS
RICS-9-RS RNAS-9-RS

RSP6-1I6-RS AB2-7-RS
ESC-RS 9L-RS
4C-RS SPIO-16-RS
12L-RS RAB2-6-RS

RIC5-9W-RS SC-RS
1C5-9W-RS
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If youir device is classified (see above) into either class 11 (Special Controls) or class IIl (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be
Fouind in the Code oF Federal Regulations. litle 2 1. Parts 800 to 898. In addition. FDA maly
publish further announcements concerning y'our device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination dues not mean
that FDA has made a deterniination that your device complies with oilier requirements offthe Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requiremnents, including, but not limited to: registration and listing (2 1
CFR Pant 807): labeling (2 1 CU:R Part 801 ): medical device reporting (reporting of medical
device-related adverse events) (21 CU:R 803); good manufacturing practice requirements as set
forth in die quality systemis (QS) regulation (2 1 CU:R part 820): and il'applieable. the electronic
product radiation control provisions (Sections 53 1-542 oFihc Act): 2 1 CPR 1000-1050.

If you desire specific advice for yotr device on our labeling regulation (2 1 CUR Part 801 ), please
coiitact lie Division of Stna II Manufai lctu rers, In ternat ion al and Consuimer A ssi stance it its toll -
free number (800) 638 204 1 or (301) 796-7 100 or at its Internet address

hti:/www la~uv/ed ca I evcesR 5( ires br na lidui v~dlb It un.Also, please note
the regulation entitled. *,Misbranding by reference to preniarket notification" (2IFR Part
807.97). For questions regarding the reporting ol'adverse events under the MDR regulation (21I
CUR Part 803). please go to
lit I /ww i:.~ I edicall )CVi ceS1Sa IIt x VI kerpri aI lit I ciiidea] li I I. li t ill fbor the C D R I I's O111 ce
of Surveil lance and B)iomeirics/Di visiono'losnrktSreiIace

Y'ou may obtain other general iniformation onl your respoinsibi lit ies tinder the Act from the
Division of Small Manufacturers. International and ConIsumrer Assistance at its toll-Free number
(800) 638-204 1 or (301) 796-7100 or at its Internet address
ilt p://iww w% ldi. eov/M dedi cal Dcvi ces/l esomirces torY, ou! hidutst r- /dc fll nIt. Ii Lil.

Sincerely yours.

to r
Janine M. Morrs
Director. lDivision of Radiological IlIcaltli
Ofice of In Vitro Diagnostics

and Radiological Hecalth
('enter for Devices and Radiological Hecalth

Eniclosure
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5 1 0(k) Number (if known): K13 1937

Device Name: Voluson i/c Diagnostic Ultrasound System

Indications for Use:

The device is a general purpose ultrasound system.
Specific clinical applications include: Fetal/OB; Abdominal (including GYN, pelvic and
infertility monitoring/follicle development); Pediatric; Small Organ (breast, testes,
thyroid etc.); Cardiac (adult and pediatric); Musculo-skeletal Conventional and
Superficial; Peripheral Vascular; Transvaginal; Transrectal

Prescription Use Tx AND/OR Over-The-Counter Use NA-
(Part 21CFR 801 Sulbpart D) (Part 21 CFR 80 1 SubpartC)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Conc-urrence of CDRH, Officof In Vtro Diagnostics and Radioogical Health (QIR)

Page I of 17

15

K131937 Page 001 of 018



GE Healthcare
5 10O(k) Premarket Notification Submission

Indications for Use Forms

The following forms represent indications with clinical applications and exam types
along with the modes of operation for the Voluson i/c system and for all of its
probe/mode combinations. Combinations identified by "N" are new while "P" represents
those previously cleared with the unmodified Voluson i/e, P* indicates those added in
this submission, but have clearance for the same modes and applications on another GE
Ultrasound System. In a similar manner, "E" represents combinations added to the
unmodified Voluson i/e via Appendix E of the FDA Ultrasound Guidance. This
modification did not alter the previously cleared system level indications or clinical
applications.
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Diagnostic Ultrasound indications for Use Farm
GE Voluson le Ultrasound System

Intended Use: Diagnostic ultrasound Imaging or fluid flow analysis of the human body as follows:

Clinical Application Md prto

PW W ClorColr M Power Combined Harmonic Coded Other
Anstamnyiegon of Interest B M Doppler Doppler Dappler Dappler Dopplei Modes' Imaging Pulse INotesi1

Ophthalmic
Fetal I Obstetrics"'1  P P P P P P P P P I 5.6!
Abdominall" P P P P P P P P P P 15.61
Pediatric P P P P P P P P P 15.61
SmalOrgat'l P P P P P P P P P 15.61
Neonatal Cephalic
Adult Cathalic
Cardlacd' P P P P P P P P P P 5
Peripheral Vascular P P P P P P P P P 15.61
Muaculo-skeletal P P P P P P P P P 15.63
Conventional
Musculo-skeletal P P P P P P P P P I 5.63
Superficial
Other
Exam Type, Means of
Access
Trenesphageal
Tronsrectoat  P P P p p P P P P f56

Transvaginal P P P P P P P P P 151
Transuretlheral
IntreoperativeII I I
Intra ape rative
Neurological
Intravsular
LaparoscopicI I I

No- new Indication: P - prevously cleared by FDA; E -edded under Appendix E
Notes: Ifj Abdominal includes renal. GYN/Pelvic. Urology

[21 Small organ includes breast. testes, thyroid. salivary gland. lymph nodes. pediatric and neonatal patients
[31 Cardiac is Adult and Pediatric.
I1513D/40 imaging Mode
[81 Includes Imaging of guidance of biopsy (2D13D140)
[71 Includes infertility monitoring of follicle development
[81 Includes urology/prostate
fl Combined modes are BIM. B/Color M. B/PWD or CWD. BlColor[PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801. 109) Page 2 of 17
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Diagnostic Ultrasound Indications for Use Form

GE Votuson lie with RAB2-5-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

ln ical~ A piaonB M PIN CW Color Color M Power :ombined Harmonic Coded Oter

Mat on vRgof Interes Doppler Doppler Doppler Doppler Dapplej Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal IObstetrical" p p P P__ p p p p p p .6

Abdominal"' P P P P p p p p P iAA.
Pediatric
Small Orgari'

Neonatal Cephalic

Adult Cephalic

Candiacd"

Peripheral Vascular

Musculo-sketetal P P P P P P P P P [5.8)
Conventional

Musculo-skeletal
Superficial

Other
Exam Type. Means of
Accss

Transesophageal

TrarisreciaoP1

Tranvaginall

Trensuretheal

Intracqeralfive

lntraoperative
Neurological

Intravascular

Laps roscopic _______ ______

N - new indication; P =previously cleared by FDA; Ec added under Appendix E -_______

Notes: (1] Abdominall Includes renal. GYN/PeMc. Urology
[2) Small organ includes breast, testes, thyroid, salivary gland, lymph nodles, pediatric and neonatal patients
131 Cardiac is Adult and Pedlatric.
[113D/4D Imaging Mode
161 Includes imaging of guidance of biopsy (201D/4D)
[7j Includes infertility monitoring of follicle development
181 Includes urology/prostate

I'] Combined modes are B/M. B/Color M. B/P WD or CWD. BIColoriPWD or CWD, BiPowerIPWD.
(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (QIR1)

Prescuiption User (Per 21 CFR 801.109) Page 3Sof 17
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Diagnostic Ultrasound Indications for Use Form

GE Voluson ile with RICS-9-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

- - - .. Modof Ortionl _ _

Co~nical Application B M CWF Color Coor M Power :ombine Harmonic Coded Other

AnatomylRegionoatintemssf - Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse (lNotes)

Ophthalmic

Fetal /0bstetica'i P P P p p p p p p 15.6]

Abdominal'

Pedia tric

Small OmgarP'

Neonatal Cepliat ic

Mdutt Cephafic

cardladC"

Peripheral Vascular

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other

Exam Type. Means of
Access

Transesophageal

Transrectall" P P p p p p P P 1.6

Transvaginal P P P P P P P p p p5p6p

Transuretheral

Intraoperative

Introoperafive
Neurological

Intravascular
Lap aroscopic

N = new Indication: P =previously cleared by FDA: E cadded under Appendix E
Notes: [I] Abdominal Includes renal. GYNIPeMc. Urology

121 Small organ Includes breast, testes, thyrold, salivary gland, lymph nodes, pediatric and neonatal patients
131 Cardiac Is Adult and Pediatric.
15] 30/4D Imaging Mode
161 Includes Imaging of guidance of biopsy (2D/3D/AD)
17J Includes Infertility monitoring of folicle development
(8J Includes urology/prostate

I'] Combined modes wre BIM. BIColor M. B/PWD or CWD. BIColorIPWD or CWD. BlPower/PWD.
EPLEASE 0O NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (QIR)

Prescription User (Per 21 CFR 801. 109) Page 4 of 17
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Diagnostic Ultrasound Indications for Use Form

GE Voluson Y~o with RSP6-16-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of 0peration ___

Clinical Applcation B M PW OW color Color M Power ornined Harmonic Coded Other

Anatoow/Region ofinterest Doppler Dopplerl Doppler IDoppe DpprMoe Imaging Pulse [Notes),
Ophthalmic

Fetal IObstetIrics"'

AbdomlnaV"

Pediatric P P P _ P P P P P P 1.61

Small Orgarf' P P P P P P P P P 56

Neonatal Cephalic

Adult Cephalic

Cardiacd1

Peuipheral Vascular P P P P p p p p p JA.IL
Muscuto-skeletal p p p P P P P P P 45.6J
Conventional
Musculto-skeletal Superficial P P P _ _ P P P p P PJAI[6

Other

Exam Type. Moans of
Access

Transesophageal

Transrectar'

Transvaulnal

Transuretheral

Introoperalive

lntraopewtlive Neurological __ ___

Intravascular

Laparoscoplc
N = new Indication: P = previously cleared by FDA: E =added under Appendix E- - - - --

Notes: (1) Abdominal Includes renal. GYNIPelvc. Urology
[2) Small organ Includes breast. testes. thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3) Cardiac is Adult and Pediatric.
[53 3D140 Imaging Mode
[8J Includes Imaging of guidance of biopsy (2D130140)
[7J Includes Infetlity, monitoring of follicle development
181 Includes urology/proslale
(*I Combined modes are BIM. B/Color M. BJPWD or CWD. B/Color/PWD or CWD. B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE: - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-I office of In Vitro Diagnostics and Radiological Health (OiR1)

Prescription User (Per 21 CFR 801.109) PageS5 of 17
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Diagnostic Ultrasound Indications for Use Form

GE Voluson ile with E8C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M CW Color Color M PwrCombined Harmoni Coded Othier

Analomy~egion of Interest -7 M Doppler Doppler Doppler Doppler 2!Ef±L Modes' Imaging Pulse INoBss)

Ophthalmic

FetalI/Obsetics71  P P p p p p p p p [J§L

Abdowlnal"1

Pediatuic

Small Organ" __

Neonatal Cephatic

Adult Cephalic

Cardiec"

Periphnrl Vascular

Musmi o-eke lets!
Conventional

Musculo-skeletal
Superficial
Other

Exam Type. Meaws of

Transesophaoeal

Transrectal t  p p p p p p p P P [6

Tranuavaginal p p p p P P p p P 161

Trarisuretheral

Intreoperative ___

lntraoperatlve
Neurological

Intravascular

_Leyeroscoplc
N = new Indication; P =previously cleared by FDA: E =added wider Appendix E
Notes: III Abdominal Includes renal. GYNIPelvc. Urology

121 Small organ Includes breast, testes, thyroid, salivary gland, lymph nodes. pediatic and neonatal patients
(3) Cardiac is Adult and Pediatric.
(51 3014D ImnagIng Mode
(O) Includes imaging of guidance or biopsy (2D/SD/4D)
[7J Includes Infertility nmnlorlng of follicle development
[8) Includes urology/prostate
1*1 Combined modes are BIM. B/Color M, BIPWD or CWD. BIColorIPWD or CWD. BlPower/PWO.

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRHK Office of In Vitro Diagnostics and Radiological Health (QIR)

Prescription User (Per 21 CFR 801.109) Page 6 of 17
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Diagnostic Ultrasound Indications for Use Form

GE Voluson lie with 4C-RS Transducer
Intended Use: Diagnostic uhtrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _ _

Clinical Application B w CW Color Color M Power ombined Harmonic Coded Other

Anotomysogion ofi' nterest '- Mo ppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse (Notes)

Ophthalmic

Fetal /Obstetrics"' P P P P P P P P P 161

Abdominall'" P P P P P P P IsIP6

Pediatric P P P P Ps P P P I 6

Small Oraat'

Neonatal Cephulic

Adult Cephalic

cardiac!"1

Peripheral Vascular p ps P P P P p ps P a

Musculo-sketelal
Conventional

Musculo-skeletal
Supeficial
Other

Examt Type. Means of
Access

Transosophageal

Transrectai 1

Transvainal

Trans uretheral

lntrtoperativeI I

lntratoperatlve
Neurological

Intravasoular

Laps rosc oplc
N - new Indication: P =previously cleared by FDA; E added under Appendix E
Notes: [11 Abdominal Includes renal. GVN/Pelvc. Urology

[21 Small organ includes breast, testes, thyroid, salivry gland, lymph nodes. pediatric and neonatal patients
[31 Cardiac Is Adult and Pediatric.
(51 30/4D Imaging Mode
(8) Includes Imaging of guidance of biopsy (201D4D)
171 Includes infertility monitoring of follicle development
181 Includes urology/prostate

(*I Combined modes are BIM. B/Color M. 8/PWD or CWD. BIColor/PWt) or CWD. B/Power/PWD.
IPLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-I Office of In Vitro Diagnostics and Radiological Health (QiR)

Prescription User (Per 21 CFR 801.109) Page?7 of 17
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Diagnostic Ultrasound indications for Use Form

GE Volusion ie with I 2L-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application a ~ CW Color Color M Power Combined Harmoni Coded Other

Anatomyoqion of Intirrst Do-T -pplPer Doppler Doppler Doppler Dappler Modes' Imaging Pulse [Notes)

Ophthalmic
Fetal I Obstetrlcsi'l

Abdomiinal'

Pediatric P P P P Ps P P P P 6

smao rgan 1  Ps P P P P P P P P le

Neonatal Cephatic

Adult Cephalic

Cardia t3

Peripheral Vascular P P P P P P P P P [61

Muscuto-skeletal P P P P P Ps p p p 161
Conventional

Musculo-skeletal P P P Ps P P P P P 16I
Superficial

Oilier

Exam Type. Means of
Access

Transesophageat
Transrectall t

TraneV8ginal

-Transuretheral
Intro ope rathre

Introoperative
Neurological

Intravascular

Laparoscopic
N -new Indication: P previously cleared by FDA; E added under Appendix E
Notes: IflI Abdominal includes renal. GYNIPelvic. Urology

12) Small organ Includes breast. tesles, thyroid. salivary gland, lymph nodes, Pediatric and neonatal patients
[3) Cardiac Is Adult and Pediatric.
[51 3D34D Imaging Mode
[61 Includes Imaging of guidance of biopsy (2D/30/4D)
[71 Includes Infertilty monitoring of follicle development
(Oj Includes urologylprostate
Ml Combined modes ame B/M, B/Color M. BIPWD or CWD. BIColor/PWD or CWD. BJPowerIPWD.

(PLEASE DO NOT WHITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109) Poge 8 of 17
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Diagnostic Ultrasound Indications for Use Form

GE Voluson ie with RIC5-9W-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

mode of 0Oration ___

Cliica Apliatin B M CW Color Color M Power Combined Harmonic Coded Other

lnalor ApicatnS _____ Doppler Doppler DopplerlDoppler Doppler Modes' Imaging Pulse jwotes)

Ophthalmic

Fetal /Obstetrics" E E E E__ E E E E EH 56

A Wtdominaltt

Pediatric
Small Orgaefm
Neonatal Cephalic

Adult Cephalic

cardiac,,
Peripheral Vascular
Musculo-skeletal
Conventional

Muscu 1-skeletal
Supefficial

Other

Exam Type. Means of
Access
Trnnsesohaneal
tranareciail' E E E E E E E E E H 6

Transveginal E EEE E E H E E EJ 15.6

Transuretlieral

Intro opera tieI I

Intro operative
Neurological

Intravasculpor

LaPermwpi
IN - new indication: P -previously cleared by FDA: E added under Appendix E (previously cleared Voluson S61S8
K(120741)
Notes: ItlI Abdominal indces renal. GYNfPeMc, Urology

121 Small organ Includes breast. testes, thyroid, salivary gland, lymph nodes, podiatric and neonatal patients
131 Cardiac is Adult and Pediatric.
(S) 3DJ4D Imaging Mode
161 Includes imaging of guidance of biopsy (2D13Dl4D)
[I] Includes infertility monitoring of follicle development

181 Includes urology/prostate
11 Combined modes are SIlM, B/Color M. BJPWD or CWD. BlColorIPWOD or CWD. BIPowerlPWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (QIR)

Prescription User (Per 21 OFA 801. 109) Page 9 of 17
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Diagnostic Ultrasound Indications for Use Form

GE Voluson ie with 1C5-9W-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of 0 ration
Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other

AnatomylRegion of /ntaesl _ Doppler Doppler Doppler Doppler Dapplei Modes' Imaging Pulse [Notes)

Ophthalmic
Fetal / Obsletic" N N N N N N N N N (a

Abdominal"'
Pediatric

Small Organ"'
Neonatal Cahalkc
Adult Cephalic
Cardiac1'1

Peripheral Vascular
Musculo-skeletal
Convenional
Musculo-sketetal
Superficial -- - - - ___

Other
Exam Type. Means of
Access- -- --- - -

Transesophatteal- - --- -

TransreclaP'' N N N N N N N N N J!L
Transvalnal N N N N N N N N N Is)

Transuretheral
intrac erelive

Introoperative
Neurologlical ____ ____

Intravascular

N - new Indication: P =previously cleared by FDA; E =added under Appendix E
Notes: IIl Abdominal includes renal. GYN/Pelvic. Urology

[2j Small organ Includes breast, testes. thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
131 Cardiac is Mdull end Pediatric.
15130DI4D3 Imaging Mode
(61 Includes imaging of guidance of biopsy (2D13D140)
[7J Includes Infertility monitoring of follicle development
(8) Includes urologylproslale
1I1 Combined modes are BIM. B/Color M. BIPWD or CWD. BIColor(PWD or CWD. 8/Power/PWVD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. office of In Vitro Diagnostics and Radiological Health (011R)

Prescription User (Per 21 CPA 801.109) Poge 10 of 17
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson flie with RAB4-8-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

- - - - Mode of Olperation- -

Clinical Application B M PW CW Color Color M Powver Combined Harmonic Coded Other

AnatomnyvRagion of Interest __ Doppler Doppler Doppler Doppler Dopple Modes' Imaging Pulse lNotes)

Ophthalmic
Fetal /Obstetrlcs"' E E E E E E E E E 15A.
Abdomlnl'l E E E E E E E E E 56
Pediatric E E E E E E E E E 16.6
Small Organ"'1

Neonatal Cephalic
Adult Cephalic
Carda t3

Peripheral Vascular
Musculo-skelelal E E E E E E E E E l5.6I
Conventional
MusaJ 1-skeletal
Superficial
Other
Exam Te. Means of
Access

Transesophageal
TransrectaiP'
Tran av ino

Transuretheral
lntraoiperative

Intrioperative
Neurological
Intravascular

La pa rescopic
N - new indication: P =previously cleared by FDA: E added under Appendix E (Previously cleared on Voluson SB/SB
(K1 20741)
Notes: III Abdominal Includes renal. GYN/Pelvic. Urology

121 Small organ Includes breast, testes, thyroid, salivary gland. lymph nodes, pediatric and neonatal patients
131 Cardiac Is Adult and Pediatric.
151 3D140 Imnaging Mode
161 Includes Imaging of guidance of biopsy (2013014D)
M7 Includes infertility monitoring of follicle development
(8) Includes urology/prostate

['I Combined moes are DIM. B/Color M. B/PWD or CWD. B/ColoriPWD or CVJD. B/Power/PWD.
(PLEASE 0O NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRHK Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109) Page 11 of 17
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson le with RNA5-9-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

-- - _____~Mode of Operation _______

cl~~cl Aplcaton ~ M pw CW Color Color M Power Combined lHarmoni Coded IOther

AnatomvdRegionoaintrnst -'T_ Dppler Doppler Doppler Doppler Dapplej Modes' Imaging Pulse [Notes)l

Ophthalmic

Fetal/IObstetrics"' E E E E E E E E E EA 5.L

AbdwTmlnal"' E E E E E E E E E E 156

Pediatric E E E E E E E E E E 156

small Omanu' E E E E E E E E E ES 56

Neonatal Cephalic

Adult Cephatic

Cardiac'' SE E E E E E E E SE 15

Peripheral Vascular E E E E E a E E E ES 56

Musculo-skelatal E E E E E E E E E E (5.61
Conventional

Muscjio-skolelal
Supeficil
Other

Exam Type. Means of
Access

Transesophageal

Tranarectat"l

Transvaplnal

Transuretheral

Intraoperefive

Itraoperative
Neurological
Intravascular

LaparoscopicI I
N- new Indication: Pu previously cleawed by FDA: E =added under Appendix E ____-___

Notes: 11] Abdominal includes renal. OYN/Pelvm. Urology
[2j Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, Pediatric and neonatal patients
(3) Cardiac Is Adult and Pediatric.
(Sj 3D/4D Imaging Mode
161 Includes Imaging of guidance of biopsy (2D13D14D)
17j Includes Infertility monitoring of follicle developnment
181 Includes urology/prostate

(jCombined modes are WIM. B/Color M. B/PWD or CWD. BlColor/PWD or CWD. B(Powor/PWD.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

concurrence of CDR]-l Office of In Vitro Diagnostics and Radiological Health (0IR)

Presciption User (Per 21 CFR 801. 109) Poge 12 of 17
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson ile with AB2-7-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

- - ______ _____ Mode of O0eration ___- -

ClnialApliaton B P CW Color Color M Power omnibi Harmonie Coded Other
nial Apiton Inam T Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse (Notes)

Ophthalm~ic
Fetal IObstetricsil E E E E E E. E E EA & L
AbdominaP'E E E S E E E E E E 61

Pediat E E E E E E E E EJ!L

Small Organiol
Neonatal Cephalic
Adult Cephalic
Cardiac"'
Peripheral Vascular

Musculo-skelelat
Conventional
Musculo-keletal
Superficial
Othier E E E E E E E E EJ 161

Exram Type. Means of
Access

Transasophaneal
Transrectat'

Transag inal
Transre therel
tntreoperallve

Intmrope rstive
Neurological
Intravascular

N - new Indication: P *previously cleared by FDA; E =added under Appendix E (Previously cleared on Voluson SO/58
(1(120741)
Notes: III Abdominal Includes renal, 0Th/Pelvic. Urology

12) Smell organ Includes breast, testes. thyroid, salivary gland, lymph nodes, podiatric and neonatal patients
131 Cardiac is Adult and Pediatric.
15! 3D/AD Imaging Mode
161 Includes Imaging of guidance of biopsy (2Di31/4D3)
[7] Includes infertifily monitoring of follicle development
181 Includes urology/prostate

I'] Combined modes are B/M. B/Color M. B/PWO or CWD. B/ColorIPWD or CWD. B/Power/PWD.
IPLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109) Page 13 of 17
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Farm

GE Voluson ie with 9L-RS Transducer
Intended Use: Diagnostic ultrasound Imaging or fluid flow analysis of the human body as follows:

Mode of O0rto mum ___

Cliica Aplictio B ~CW Color Color M Power Combined Harmonic Coded Other

AnatomyAegion of Interest -TDppler Doppler Doppler Doppler Doppte Modes* Imaging Pulse [Notes)

Ophthalmic

FetallIObsterc tm l E E E E__ E E E E E

Abdominal"' E E E E E E E E E

Pediatric E E E E E E E 2 2

Small OrgW'I2 E 2 E E E E E 2

Neonatal Cephalic;___

Adult Cephalic
Cardiad"
Peripheral Vasculiar 2 E E E E E E E E __

Muscjlo-skeletal 2 2 E E E E E 2 E
Conventional

Musculo-skeletal 2 E E 2 E E E E E
Superficial

Other

Exam Type. Means of
Access

Transes oph age. ____

Transrecll5

Transvaginal
Transuretheral
Intreoperative

lntraoperaiive
Neurological
Intro vascular

Leparoscopic
N - new Indication: P =previously cleared by FDA: E =added under Appendix E (Previously cleared on Volubon SO/SB
(1(120741)
Notes: 11) Abdominal Includes renal, GYNtPeivlc. Urology

[21 Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric end neonatal patientls
[31 Cardiac Is Adult and Pediatric.
(S513D/4D Imaging Mode
(O) Includes Imaging of guidance of biopsy (ZDQD/40)
[V1 Includes Inferlitly monitoring of follicle development
[81 Includes urology/prostate,
1(1 Combined modes are B/I, B/Color M. B/PWD or CWD. BdColor/PWD or CWD. B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (QIR)

Prescription User (Per 21 CFR 801.109) Page 14 of 17
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound indications for Use Form

GE Voluson lie with SPIC0-1 6-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

- - - ~~~Mode of Operation ____ ___

Clinical Application a M CW Color Color M Power Combined Harmonic Coded Other

Anaom /Re/onof ntensDoppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse P40105)

Ophthalmic

Fetal I Obstetrics"'

Abdominl 1'

Pediatric E 2E2 E2 E E E 161

Small Organm' E E E E E E E E E

Neonatal Cephalic

Adult Cephallc

Cardia 13

Peripheral Vascular E E E E E E E E FA 161

Musculcskeletal
Cornventional
Musculo-skeletal E E E 2 E E E E F 161
Superficial
Other

Exam Type. Means of
Access

Transesophageal

Transredtat1

Trarnvapinal

Transuretheral

Introoperative

Intraoperative
Neurological

Intravascular

N - new indication:; P = previously cleared by FDA: FE added under Appendix E
Notes: III Abdominal Includes renal. GYNJPelvic, Urology

121 Smnall organ lncludes breast, testes, thyroid, salivary gland, lymph nodes, pediatric arnd neonatal patients
131 Cardiac is Adult and Pediatric.
15J 3D/AD Imaging Mode
1S) Includes imaging of guidance ol biopsy (20/3D31AD)
17l Includes Infertility monitoring of follicle development
(8) Includes urology/prostate
(11 Combined modes are B/M. 8/Color M. B/PWC or CWD. BfColor/PWD or CWD, B/Power/PW0.

(PLEASE 00 NOT WRITE BELOWTHIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-. Office of In Vitro Diagnostics and Radiological Health (011R)

Prescription User (Per 21 CFR 801,109) Page 15 of 17
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GE Healthcare
5 1 0(k) Premarkel Noti fication Submission

Diagnostic Ultrasound indications for Use Form

GE Voluson lie with RAB2-8-RS Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of O0eration ___

Clinical Application B w CW Color Color M Power ombined Haimoni Coded Other

MAntomwlReglon of Interest __ Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse lNotes)

Ophthalmic
Fetal I Obstetricsn F- P. P, P. P. r. pt pt p. .
Abdominal"' P. P. F-I" _ P. P. P. F. P. P J5.fl
Pediatric P. P. F- P. P. F- P. P. P. .

Small Organ
21

Neonatal Cephalic.

Aduht Cephatic

Cardisdr'

Peripheral Vascular

Musculo-skeletat P. F- P. P. P. P . P. P. (5.61
Conventional

Musculo-aleletal
Superficial
Other
Exam Type. Means of
Access

Transesophageal

Transredta'

Transvaginal

Transuretheral

lntraoperallve

Intraoperallve
Neurolleial

Intravascular

Lea roscopic
N -new Indication: P =previously cleared by FDA (K12238?): E added under Appendix E -

Notes: [1] Abdominal includes renal. GYNtPetvic. Urology
[21 Small organ includes breast. testes, thyroid. salivary gland, lymph nodes, pediatric and neonatal patients
[31 Cardiac is Adult and Pediatric.
[51 30/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (2D/3D/40)
1 Includes Infertility monitoring of follicle development
(8) Includes urology/prostate

['] Combined modles are E/M. BIColr M, B/PWD or CWD. BIColorIPWD or CWD. BlPower/PWD.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (O1R)

Prescription User (Per 21 CFR 801.109) Page 16 of 17
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson 1/e with SC-RB Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of O0eration ____

Cliica A~e~t~ri ~ M p~ CW Color Color M Power Combined Harmordc Coded Other

AnalwylvRegran of interes _____ - Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetall/abstetics' P. P. P. P P. P. P. P, P.

Abdond'I P. P. P. _ P. P. P. P. P. P.

Pediatric P' P. P. P. P. P. P. P. P.

SmallOrgan'" P. P. P. r* p* P. P. P. P.

Neonatal Cephalic

Adult Cephalic

Cardiac"' pt  P. P. P. P. P. P. Pt  P.

Peripheral Vascular P. P. p. _ ._ pt p. P. P. p. p

Musclo~skeletel P. P. P. P. P. P. P. P. P.
Conventional

Muscsjlo-slwletal P. P. P. P4  P. Pt  P. P. P.
Supofficiall

Other

Exam Type. Means of
Access

Trensesophageal

rransrectar'l

Tra navag nal

Transuretheral

lntraoperative

Intra opera live
Neurological

Intravascular

Laparoscopic
N - new Indication: P *=previously cleared by FDA K120741: E= added under Appendix E
Notes: [1J Abdominal includes renal. GYNIPelvic, urology

[21 Small organ Includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

131 Cardiac Is Adult and Pediatric.
11J Comined modes are SI. BiColor M. B/PWD or CWD, W/CotorlPWD or CWD. BlPower/PWD.

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRHK Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109) Page 17 of 17
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